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(2) Prior to prescribing or dispensing
an approved new animal or human drug
for an extralabel use in food animals,
the veterinarian must:

(i) Make a careful diagnosis and eval-
uation of the conditions for which the
drug is to be used;—

(ii) Establish a substantially ex-
tended withdrawal period prior to mar-
keting of milk, meat, eggs, or other ed-
ible products supported by appropriate
scientific information, if applicable;

(iii) Institute procedures to assure
that the identity of the treated animal
or animals is carefully maintained; and

(iv) Take appropriate measures to as-
sure that assigned timeframes for with-
drawal are met and no illegal drug resi-
dues occur in any food-producing ani-
mal subjected to extralabel treatment.

(b) The following additional condi-
tions must be met for a permitted
extralabel use of in food-producing ani-
mals an approved human drug, or of an
animal drug approved only for use in
animals not intended for human con-
sumption:

(1) Such use must be accomplished in
accordance with an appropriate med-
ical rationale; and

(2) If scientific information on the
human food safety aspect of the use of
the drug in food-producing animals is
not available, the veterinarian must
take appropriate measures to assure
that the animal and its food products
will not enter the human food supply.

(c) Extralabel use of an approved
human drug in a food-producing animal
is not permitted under this part if an
animal drug approved for use in food-
producing animals can be used in an
extralabel manner for the particular
use.

§530.21 Prohibitions for
ducing animals.

(a) FDA may prohibit the extralabel
use of an approved new animal or
human drug or class of drugs in food-
producing animals if FDA determines
that:

(1) An acceptable analytical method
needs to be established and such meth-
od has not been established or cannot
be established; or

(2) The extralabel use of the drug or
class of drugs presents a risk to the
public health.

food-pro-

§530.23

(b) A prohibition may be a general
ban on the extralabel use of the drug or
class of drugs or may be limited to a
specific species, indication, dosage
form, route of administration, or com-
bination of factors.

§530.22 Safe levels and analytical
methods for food-producing ani-
mals.

(a) FDA may establish a safe level for
extralabel use of an approved human
drug or an approved new animal drug
when the agency finds that there is a
reasonable probability that an
extralabel use may present a risk to
the public health. FDA may:

(1) Establish a finite safe level based
on residue and metabolism information
from available sources;

(2) Establish a safe level based on the
lowest level that can be measured by a
practical analytical method; or

(3) Establish a safe level based on
other appropriate scientific, technical,
or regulatory criteria.

(b) FDA may require the develop-
ment of an acceptable analytical meth-
od for the quantification of residues
above any safe level established under
this part. If FDA requires the develop-
ment of such an acceptable analytical
method, the agency will publish notice
of that requirement in the FEDERAL
REGISTER.

(c) The extralabel use of an animal
drug or human drug that results in res-
idues exceeding a safe level established
under this part is an unsafe use of such
drug.

(d) If the agency establishes a safe
level for a particular species or cat-
egory of animals and a tolerance or
safe concentration is later established
through an approval for that particular
species or category of animals, for that
species or category of animals, the safe
level is superseded by the tolerance or
safe concentration for that species or
category of animals.

§530.23 Procedure for setting and an-
nouncing safe levels.

(a) FDA may issue an order estab-
lishing a safe level for a residue of an
extralabel use of an approved human
drug or an approved animal drug. The
agency will publish in the FEDERAL
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